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(1) It is a biological agent listed in 42 
CFR Part 73 as a select agent and its 
importation has been authorized in ac-
cordance with 42 CFR 73.16 or 9 CFR 
121.16. 

(2) With the exception of bat or 
nonhuman primate specimens, it is a 
diagnostic specimen not known by the 
importer to contain, or suspected by 
the importer of containing, an infec-
tious biological agent and is accom-
panied by an importer certification 
statement confirming that the mate-
rial is not known to contain or sus-
pected of containing an infectious bio-
logical agent, or has been rendered 
noninfectious. 

(3) With the exception of live bats or 
bat or nonhuman primate products, it 
is an animal or animal product being 
imported for educational, exhibition, 
or scientific purposes and is accom-
panied by documentation confirming 
that the animal or animal product is 
not known to contain (or suspected of 
containing) an infectious biological 
agent or has been rendered noninfec-
tious. 

(4) It consists only of nucleic acids 
that cannot produce infectious forms of 
any infectious biological agent and the 
specimen is accompanied by an im-
porter certification statement con-
firming that the material is not known 
to contain or suspected of containing 
an infectious biological agent. 

(5) It is a product that is cleared, ap-
proved, licensed, or otherwise author-
ized under any of the following laws: 

(i) The Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301 et seq.), or 

(ii) Section 351 of the Public Health 
Service Act pertaining to biological 
products (42 U.S.C. 262), or 

(iii) The Virus-Serum-Toxin Act (21 
U.S.C. 151–159). 

(6) It is an animal or animal product 
listed in 42 CFR Part 71 and its impor-
tation has been authorized in accord-
ance with 42 CFR 71.52, 71.53, or 71.56. 

(g) To apply for a permit, an indi-
vidual must: 

(1) Submit a signed, completed CDC 
Form 0.753 (Application for Permit to 
Import Biological Agents or Vectors of 
Human Disease into the United States) 
to the HHS/CDC Import Permit Pro-
gram. 

(2) Have in place biosafety measures 
that are commensurate with the haz-
ard posed by the infectious biological 
agent, infectious substance, and/or vec-
tor to be imported, and the level of risk 
given its intended use. 

(h) Issuance of a permit may be con-
tingent upon an inspection of the im-
porter’s facility by the CDC to evaluate 
whether the importer’s biosafety meas-
ures (e.g., physical structure and fea-
tures of the facility, and operational 
and procedural safeguards) are com-
mensurate with the hazard posed by 
the infectious biological agent, infec-
tious substance, and/or vector, and the 
level of risk given its intended use. 

(i) Denial, suspension, or revocation 
of a permit under this section may be 
appealed to the CDC Director. The ap-
peal must be in writing, state the fac-
tual basis for the appeal, and be sub-
mitted to the CDC Director within 30 
calendar days of the denial, suspension, 
or revocation of the permit. HHS/CDC 
will issue a written response to the ap-
peal, which shall constitute final agen-
cy action. 

[78 FR 7678, Feb. 4, 2013] 

§ 71.55 Dead bodies. 

The remains of a person who died of 
a communicable disease listed in 
§ 71.32(b) may not be brought into a 
U.S. port unless the body is (a) prop-
erly embalmed and placed in a her-
metically sealed casket, (b) cremated, 
or (c) accompanied by a permit issued 
by the Director. 

§ 71.56 African rodents and other ani-
mals that may carry the monkeypox 
virus. 

(a) What actions are prohibited? What 
animals are affected? (1) Except as pro-
vided in paragraphs (a)(2) and (a)(3) of 
this section, 

(i) You must not import or attempt 
to import any rodents, whether dead or 
alive, that were obtained, directly or 
indirectly, from Africa, or whose na-
tive habitat is Africa, any products de-
rived from such rodents, any other ani-
mal, whether dead or alive, whose im-
portation the Director has prohibited 
by order, or any products derived from 
such animals; and 
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(ii) You must not prevent or attempt 
to prevent the Centers for Disease Con-
trol and Prevention (CDC) from caus-
ing an animal to be quarantined, re-ex-
ported, or destroyed under a written 
order. 

(2) The prohibitions in paragraph 
(a)(1) of this section do not apply if you 
have written permission from CDC to 
import a rodent that was obtained, di-
rectly or indirectly, from Africa, or 
whose native habitat is Africa, or an 
animal whose importation the Director 
has prohibited by order. 

(i) To obtain such written permission 
from CDC, you must send a written re-
quest to Division of Global Migration 
and Quarantine, National Center for 
Infectious Diseases, Centers for Disease 
Control and Prevention, 1600 Clifton 
Rd., Atlanta, GA 30333. You may also 
fax your request to the Division of 
Global Migration and Quarantine 
(using the same address in the previous 
sentence) at 404–498–1633. 

(ii) Your request must state the rea-
sons why you need an exemption, de-
scribe the animals involved, describe 
the number of animals involved, de-
scribe how the animals will be trans-
ported (including carrying containers 
or cages, precautions for handlers, 
types of vehicles used, and other proce-
dures to minimize exposure of animals 
and precautions to prevent animals 
from escaping into the environment), 
describe any holding facilities, quar-
antine procedures, and/or veterinarian 
evaluation involved in the animals’ 
movement, and explain why an exemp-
tion will not result in the spread of 
monkeypox within the United States. 
Your request must be limited to sci-
entific, exhibition, or educational pur-
poses. 

(iii) We will respond in writing to all 
requests, and we also may impose con-
ditions in granting an exemption. If we 
deny your request, you may appeal 
that denial. Your appeal must be in 
writing and be submitted to the CDC 
official whose office denied your re-
quest, and you must submit the appeal 
within two business days after you re-
ceive the denial. Your appeal must 
state the reasons for the appeal and 
show that there is a genuine and sub-
stantial issue of fact in dispute. We 
will issue a written response to the ap-

peal, which shall constitute final agen-
cy action. 

(3) The prohibitions in paragraph (a) 
of this section do not apply to products 
derived from rodents that were ob-
tained, directly or indirectly, from Af-
rica, or whose native habitat is Africa, 
or products derived from any other ani-
mal whose importation the Director 
has prohibited by order if such prod-
ucts have been properly processed to 
render them noninfectious so that they 
pose no risk of transmitting or car-
rying the monkeypox virus. Such prod-
ucts include, but are not limited to, 
fully taxidermied animals and com-
pletely finished trophies; and they may 
be imported without written permis-
sion from CDC. 

(b) What actions can CDC take? (1) To 
prevent the monkeypox virus from 
spreading and becoming established in 
the United States, we may, in addition 
to any other authorities under this 
part: 

(i) Issue an order causing an animal 
to be placed in quarantine, 

(ii) Issue an order causing an animal 
to be re-exported, 

(iii) Issue an order causing an animal 
to be destroyed, or 

(iv) Take any other action necessary 
to prevent the spread of the 
monkeypox virus. 

(2) Any order causing an animal to be 
quarantined, re-exported, or destroyed 
will be in writing. 

(c) How do I appeal an order? If you 
received a written order to quarantine 
or re-export an animal or to cause an 
animal to be destroyed, you may ap-
peal that order. Your appeal must be in 
writing and be submitted to the CDC 
official whose office issued the order, 
and you must submit the appeal within 
2 business days after you receive the 
order. Your appeal must state the rea-
sons for the appeal and show that there 
is a genuine and substantial issue of 
fact in dispute. We will issue a written 
response to the appeal, which shall 
constitute final agency action. 

[68 FR 62369, Nov. 4, 2003] 

PART 72 [RESERVED] 
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